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CDRH-contsct David M. Whlppte 
(H&M), addram above. The labeling 
Of the SGP 3” (unlfocon A] Rlgld Gee 
permeable Contact Lens for Dally Wear 
(clear. blue, and green tinted) @totes that 
the hM 18 to be ursd only with cartaln 
solutions for dlrlnfectlon and other 
puryores. The restrictlva labeling 
informs new uaem that they must avoid 
using certain products, ouch as solutions 
intended for une with hard contact 
lenses only. 
oppwtunlly for Admhlialradva lRevlsw 

Section 515(d)@] of the Federal Food, 
Drug, end Cosmetic Act (the act) (21 
U.S.C. m(d)@)) authorizes any 
interested person to petitlon. under 
aaction 515(g) of the act (21 U.S.C. 
M&I(~)), for adminietrativa review of 
CDRH’e decision to approve this 
application. A petitioner may requeet 
either a formal hearing under part 12 (2l 
CFR part 12) of FDA’e administrative 
practices and procedure8 regulations or 
a review of the application and CDRH’s 
Rction by an independent advisory 
committee of experte. A petition is to be 
in the form of a petition for 
reconsideration under fi 10.33(b) (21 CFR 
10.33(b)). A petitioner shall identify the 
form of review requested (hearing or 
independent advisory committee) and 
shall submit with the petition supporting 
data and information showing that there 
is a genuine and substantial issue of 
material fact for resolution through 
adminietrative review. After reviewing 
the petition, FDA will decide whether to 
grant or deny the petition and will 
publieh a notice of its decision in the 
Federal Register. If FDA grants tie 
petition, the notice will state the ieeue to 
be reviewed, the form of review to be 
used. the pereons who may participate 
in the review, the time and place where 
the review wilt occur, and other details. 

Petitionera may, at any time on or 
before May I. I%% file with the Dockete 
Management Branch (address above) 
two copies of each petition and 
supporting data and information. 
identified with the name of the device 
and the docket number found in 
brackete in the heading of this 
document, Received petitiona may be 
seen in the office above between 9 a.m. 
and 4 p.m.. Monday through Friday. 

This notice is issued under the Federal 
Food. Drug, and Cosmetic Act (sections 
515[d). Xi!O(h) (21 1J.S.C. SO&z(d). 36Oj(h))) 
RII~ under authority delegnted 10 the 
Commissioner of Food and Druge (21 
CFR 5.10) and redelegatcd to the 
Ilirector. Center for Devices and 
Radiclogicsl Henlth (21 CFR 5.53). 
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lhmd: Murc!r 22, 1891. 
l3’luhuth Il. jd. 
Acling Dirt?clo~, Center for Devlcae and 
Aadiol&xl!kxllA. 
(I% DOO. 81-7514 Pllsd %?0%1: @:46 em) 
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IDwkti No. 01P-Qo751 

Cottago Ctwou Dovlo~ From 
8tmldard of Identity; tornpomy 
PortnIl for MaRet TostIng 

AOEMCV; Food and Drug Administration, 
HHS. 
A- Notice. 
SIJMMAIIY: The Food and Drug 
Admtnietration (FDA) is announcing 
that R temporarv permit has been issued 
to Bleon Foods Co., to market test a 
pmduct designated aa “nonfat cottage 
cheese” that deviate8 from the U.S. 
standards of identity for cottage cheese 
(21 CFR 133.120). dry curd cottage 
cheese (21 CFR 133.129), and lowfat 
cottage cheese (21 CFR 133.131). The 
purpose of the temporary permit is to 
allow the applicant to measure 
consumer acceptance of the product. 
identify maes production problems, and 
estteas commercial feasibility. 
DATES: This permit is effective for 15 
months. beginning on the date the food 
is introduced or caused to be introduced 
into interstate commerce, but not later 
than July I, 100l. 
FOR FURTHER lWFORYAl3ON COI(TAM: 

Frederick E. Boland. Center for Food 
Safety acd Applied Nutrition (HFF- 
414). Food and Dru Administratioa 
200 C St. SW., Wae mgton, DC 202O4, 8. 
202-48=17. 

SUPFUWLMYARY INFORMATiON: hi 
accordance with 21 CFR 130.17 
concerning temporary permits to 
facilitate market testing of foods 
deviating from the requirement6 of the 
Rtandards of identity promulgated under 
nection 401 of the Federal Food, Drug. 
and Coemetic Act (21 U.S.C. 341), FDA is 
giving notice that a temporary permit 
haa been issued to Bison Foods CO., 198 
Scott St.. Buffalo, NY 14204. 

The permit cover8 limited interstate 
merketing teate of a nonfat cottage 
cheeee. formulated from dry curd 
cottage cheese rind a dressing. such that 
the finished product contains from 0.1 to 
0.3 percent milkfat. The Food deviates 
from the U.S. standard8 of identity for 
cottage cheese (21 CFR 133.128) and 
lowfat cottage cheeRe (21 CFR 133.1311 
in that the milkfat content of cottage 
cheese is not lenn than 4.0 percent, and 
that the milkfat content of iowfat 
cottage cheese runges from 0.5 to 2.0 
percent. The test product nlso deviotco 
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from the U.S. rtsndard of identity for 

zz 
coltaga cheese (21 CFR 133.129) 

. of the added drsuing. The telt 
t&duct msste all requlrementr of the 
standardr with the axceptlx~ of tbeee 
devlatlonr. The pwpore of the varfstAon 
lu to ofl~r he co~umcc a product that Is 
nuMtionalIy equlvslent to cottege 
cbeeee producte with dressing but 
contnlnc lerl fat. 

For the purpo6e of tblr per&t, the 
name of Ihe pmduct ir “nonfat cottage 
cheese.” The information panel of the 
label MI311 bear nutrition labeling in 
accordance wtth 21 CFR im.9. 

This pennlt provides for the 
tempo&y mailret@ of ~O,OOO pounds 
(z2ft,eoo kllograma) In 454+ram (l& 
ounce) containers of the tert product. 
The product will be manufactured at 
BInon Foods Co.. Divleion of Upstate 
Milk Cooperativee, Inc., 186 Scott St.. 
Buffalo, NY 14204, and distributed in 
Connecticut, Delaware, Indiana. 
Kentucky, Maine, Maryland, 
Massachusetts. Michixan, New 
Hampshire, New Jersiy, New York. 
Ohio, Pennsylvania. Rhode Island. 
Virginia, Vermont, and Weet VirginSa. 

tich of the ingrediente used in the 
food must be declared on the label aa 
required by the applicable sections of 21 
CFFI part 1Ol. 

Thie permit is effective for 15 months. 
beginning on the date the food ie 
introduced or caused to be introduced 
into interstate commerce, but not later 
than July 1,199X 

Dated: March 22. IBB1. 
l3uugh L. Archer. 
Acring Direclor, Center for Foo9 Sofety and 
AppliedNutrition. 
(FR DOG, 01-7550 Filed 3-29-@lz II:45 am] 
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(Dockel No. 91M-oo1131 

sQldBf4nrrHlnd; Prunwkur Apfmwal 
of Fluoroconry (Paflufocon B) Rlgkt 
Gsr PemlaabIa contaGt l.m for 
Dally and Extended Wear (Clear and 
finted) 
AOLNCY: Food and Drug Adminietration. 
HHS. 
ACTIOW: Notice. 

SUMUARY: The Food and Drug 
Administration /FDA] is announcing itrr 
approval of the supplemental 
application by Sola/Barnee-Hind, 
Sunnyvale. CA. for permarket approvat. 
under the Medical Device Amendment8 
of 19%. of the spherical FluoFocon ‘11( 
(paflufocon B) Rigid Gas Premeable 
Contact Lenses for Daily and Extended 
Wear (Clear and Tinted). The lenses are 


